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Applicant requests review of the final rejection in the above-identified application. No amendments are being filed 
with this request. 



This request is being filed with a notice of appeal. 



The review is requested for the reason(s) stated on the attached sheet(s). 
Note: No more than five (5) pages may be provided. 
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The Privacy Act of 1 974 (P.L. 93-579) requires that you be given certain information in connection 
with your submission of the attached form related to a patent application or patent. Accordingly, 
pursuant to the requirements of the Act, please be advised that: (1) the general authority for the 
collection of this information is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; 
and (3) me principal purpose for which the information is used by the U.S. Patent and Trademark 
Office is to process and/or examine your submission related to a patent application or patent. If you do 
not furnish the requested information, the U.S. Patent and Trademark Office may not be able to 
process and/or examine your submission, which may result in termination of proceedings or 
abandonment of the application or expiration of the patent. 

The information provided by you in this form will be subject to the following routine uses: 

1. The information on this form will be treated confidentially to the extent allowed under the 
Freedom of Information Act (5 U.S.C. 552) and the Privacy Act (5 U.S.C 552a). Records from 
this system of records may be disclosed to the Department of Justice to determine whether 
disclosure of these records is required by the Freedom of Information Act. 

2. A record from this system of records may be disclosed, as a routine use, in the course of 
presenting evidence to a court, magistrate, or administrative tribunal, including disclosures to 
opposing counsel in the course of settlement negotiations. 

3. A record in this system of records may be disclosed, as a routine use, to a Member of 
Congress submitting a request involving an individual, to whom the record pertains, when the 
individual has requested assistance from the Member with respect to the subject matter of the 
record. 

4. A record in this system of records may be disclosed, as a routine use, to a contractor of the 
Agency having need forme information in order to perform a contract. Recipients of 
information shall be required to comply with the requirements of the Privacy Act of 1974, as 
amended, pursuant to 5 U.S.C. 552a(m). 

5. A record related to an International Application filed under the Patent Cooperation Treaty in 
this system of records may be disclosed, as a routine use, to the International Bureau of the 
World Intellectual Property Organization, pursuant to the Patent Cooperation Treaty. 

6. A record in this system of records may be disclosed, as a routine use, to another federal 
agency for purposes of National Security review (35 U.S.C. 181) and for review pursuant to 
the Atomic Energy Act (42 U.S.C. 218(c)). 

7. A record from this system of records may be disclosed, as a routine use, to the Administrator, 
General Services, or his/her designee, during an inspection of records conducted by GSA as 
part of that agency's responsibility to recommend improvements in records management 
practices and programs, under authority of 44 U.S.C. 2904 and 2906. Such disclosure shall 
be made in accordance with the GSA regulations governing inspection of records for this 
purpose, and any other relevant {i.e., GSA or Commerce) directive. Such disclosure shall not 
be used to make determinations about individuals. 

8. A record from this system of records may be disclosed, as a routine use, to the public after 
either publication of the application pursuant to 35 U.S.C. 122(b) or issuance of a patent 
pursuant to 35 U.S.C. 151. Further, a record may be disclosed, subject to the limitations of 37 
CFR 1.14, as a routine use, to the public if the record was filed in an application which 
became abandoned or in which the proceedings were terminated and which application is 
referenced by either a published application, an application open to public inspection or an 
issued patent. 

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State, 
or local law enforcement agency, if the USPTO becomes aware of a violation or potential 
violation of law or regulation. 
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Dear Sir: 



This Pre-Appeal Brief Request for Review is being filed with a Notice of Appeal in 
connection with the above-identified patent application. An amendment after final was filed on 
March 22, 20 10. The Advisory action dated April 7, 201 0 indicates that the amendment would 
be entered. Accordingly, claims 1, 14-17, 19, 38, 55-60, 64, 66-71, 75 and 77 are pending of 
which claims 1, 14-17, 19, 55-60, 66-71 and 77 stand rejected and claims 38, 64 and 75 are 
withdrawn from consideration. The five rejections and the issue of the premature finality of the 
rejection are discussed below. The arguments are consistent with those included in the response 
after final. The remarks below supplement those earlier remarks and address the issues as 
clarified in the Advisory Action. 
1) The finality of the rejection was premature. 

Claims 1 and 77 were newly rejected under 35 U.S.C. 103(a) in the Official Action dated 
January 22, 2010. The Office incorrectly stated that the rejection was necessitated by 
Applicants' amendment. The rejection as applied to claim 1 could have been applied to claim 1 
prior to the amendment, i.e.the amendment did not necessitate the new grounds for rejection. 
The Office stated claim 1 was rejected because including the independent claim is standard form 
in a 103 rejection. Regardless, if independent claim 1 is deemed obvious for the first time and 
the rejection is not necessitated by an amendment to claim 1, it is improper to deem the rejection 
final. The finality of the rejection should have been withdrawn. If the 103 rejection is not 
reversed, prosecution should be reopened. 



2. Claim 66 is incorrectly rejected as indefinite 

Claim 66 is asserted to indefinite because it included the phrase "the non-IgE protein" 
which is set forth in two different subparagraphs containing two alternative limitations in claim 1 
from which claim 66 depends. The Office deems claim 66 unclear and suggests the claim does 
not distinguish and identify to which of the two subparagraphs the phrase "the non-IgE protein" 
in claim 66 refers. The two alternative limitations are not mutually exclusive. One limitation 
refers to "a non-IgE protein from the same species as the IgE signal peptide"; the other refers to a 
non-IgE protein that is one of several expressly recited immunomodulatory proteins. That is, the 
first alternative limitation allows that if the non-IgE, protein is from the same species as the IgE 
signal peptide, the non-IgE peptide can be any protein. The second alternative limitation allows 
that the non-IgE protein can only be one of several expressly recited immunomodulatory proteins 
but is silent with respect to whether or not it is from the same species or not as the IgE signal 
peptide. One skilled in the art could readily determine the metes and bounds of the claim and 
ascertain whether or not something infringes or is outside the scope of the claim. The rejection 
of claim 66 as indefinite is incorrect and should be reversed. 

3) Claims 1, 14-17, 19, 55-60 and 66-71 have been rejected anticipated by Weiner. 

4) Claims 1, 14, 16, 17, 19, 55, 56, 58-60, 66, 67 and 69-71 have been rejected 
anticipated by Yang (J Inf Dis 2001). 

5) Claims 1, 14, 16, 17, 19, 55, 56, 58-60, 66, 67 and 69-71 have been rejected 
anticipated by Yang (Emer Inf Dis 2002). 

Each of these three anticipation are incorrect because in each instance the Office has 

incorrectly interpreted the clear and well established meaning of claim terms and used in there 

place. Claim 1 refers to "a nucleic acid sequence" which is either 

a nucleic acid sequence that encodes a fusion protein that consists of a 
non-IgE protein sequences linked to an IgE signal peptide that is from the 
same species as the non-IgE protein 

or 

a nucleic acid sequence that encodes a fusion protein that consists of a 
non-IgE protein sequences linked to an IgE signal peptide, wherein the 
non-IgE protein is an immunomodulating protein selected from the group 
consisting of cytokines, chemokines, cellular death receptors, cellular 
adhesion molecules, cellular growth factors, cellular growth factor receptors, 
protein kinases and enzymes or functional fragment thereof. 

Neither Weiner nor Yang 2001 nor Yang 2002 anticipate the claim. Rather, each reference 

discloses constructs having coding sequences for a fusion protein comprising a human Ig signal 
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peptide linked to a West Nile Virus (WNV) capsid protein. The phrase "from the same species 
as the non IgE protein" has been interpreted to encompass "obtained from the same species". 
Since viral proteins such as WNV capsid protein must be obtained from a host species because 
viruses can't make proteins on their own, the Office asserts that WNV capsid protein is a human 
protein, presumably since WNV capsid protein can be made in humans infected with WNV. 
Thusthe Office concludes constructs in each reference having nucleic acids molecules encoding 
fusion proteins comprising a human Ig signal peptide linked to a WNV capsid protein are nucleic 
acids encoding fusion proteins comprising a human signal peptide linked to a human protein. 

The interpretation of the claim and how it is used to characterize the teachings in the cited 
references is unreasonable and cannot be properly used to reject the claims as anticipated. The 
Office's suggestion that viral proteins from viruses which can infect humans are human proteins 
is unreasonable. Nothing in the application suggests Applicants intended this unusual 
construction which is contrary to ordinary usage. Rather, the application uses the terms with 
their ordinary, well established and recognized meanings. One skilled in the art would not refer 
to viral protein as a human protein and an interpretation of the claim that supports such a 
conclusion is an unreasonable interpretation. Claims must be given their broadest reasonable 
interpretation. 

The assertion by the Office that the phrase "from the same species as the non IgE protein" 

encompasses "obtained from the same species" expands the phrase beyond the ordinary manner 

in which the claim language is applied. Using the interpretation offered by the Office results in 

constructions which are contrary to the ordinary meaning of the terms and is therefore not 

unreasonable. For these reasons, the anticipation rejections are incorrect and should be reversed. 

6) Claims 1 and 77 have been rejected as obvious over Yang (J Inf Dis 2001) in view of 
Letvin, (WO 99/16466). 

Yang 2001 is discussed above. Letvin is cited for disclosing the use of plasmids that 

encode expressible IL-15 to enhance immune responses. The combination of Yang 2001 and 

Letvin do not render claims 1 and 77 obvious. The Office asserts that one skilled in the art 

would replace the WNV capsid protein with the IL-15 sequence of Letvin. The Official Action 

indicates that Yang 2001 teaches that antigen specific immune responses were observed when 

constructs encoding WNV capsid limked to IgE signal were injected into mice and that Letvin 

teaches induction of immune responses using construct encoding various immunomodulatory 

proteins. The Office asserts that it would be obvious to exchange the WNV capsid encoding 
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sequences with IL-15 encoding sequences taught by Letvin. This is incorrect. First, doing so 
destroys the purpose of Yang 2001 which is to induce atiti-WNV capsid specific immune 
responses. Second, Letvin teaches using an IL-15 signal peptide and that immunomodulatory 
proteins to boost immunity. Combining it with Yang as asserted by the Office requires using a 
protein that boosts immunity in place of the protein against which immunity is sought. In the 
Advisory Action, the Office asserts the choice of signal peptide would be one of routine 
optimization and refers to the section of the MPEP entitled "Optimizatoin of Ranges". 
Applicants note that the optimization referred to by the Office pertains to optimizing conditions 
such amounts, temperature, pressure etc used in processes. That law does not properly support 
the rejection of claims 1 and 77 as obvious. 

Yang 2001 and Letvin would not be combined by one skilled in the as suggested by the 
Office. The combination destroys the purpose of Yang 2001 . The two inserts - WNV capsid 
protein and IL-15 - are not interchangeable and do not have a common function. It would also 
not be obvious to one skilled in the art to substitute the coding sequence for an IgE signal peptide 
in place of the IL-15 signal peptide coding sequences of an IL-15 coding sequence. The 
resulting construct provides unexpected results, further demonstrating its non-obviousness. The 
incorrect rejection of claims 1 and 77 should be reversed. 

Respectfully submitted, 

/MarkDeLuca.Reg.No. 33.229/ 
Mark DeLuca 
Registration No. 33,229 

Dated: June 22, 2010 
PEPPER HAMILTON, LLP 
400 Berwyn Park 
899 Cassatt Road 
Berwyn, PA 19312-1183 
Telephone: 610-640-7855 
Facsimile: 610-640-7835 
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